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DETAILED ACTION 

Claims 1-5 are pending. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 5 recites the limitation "wherein R is cyclohexyl group" in line 2. There is 
insufficient antecedent basis for this limitation in the claim(f) • 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as 
set forth in section 1 02 of this title, if the differences between the subject matter sought to be 
patented and the prior art are such that the subject matter as a whole would have been obvious 
at the time the invention was made to a person having ordinary skill in the art to which said 
subject matter pertains. Patentability shall not be negatived by the manner in which the invention 
was made. 

Claims 1-4 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Gaster et al (EP 0630736) in view of Smith et al. (Neuroscience Letters, 271 , 1 999, 61- 
64) and further in view of Jorum et al. (Pain, 101, 2003, 229-235). 

Gaster et al. teaches the compounds of formula I (claim 1) to be 5-HT4 
antagonists (p1 lines 6-8) and further teaches a method of treatment of irritable bowel 
syndrome, migraine etc in mammals (p6, lines 42-43) comprising administering these 
compounds. The reference does not teach a method of treatment of neuropathic pain 
comprising administering such compounds. 
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Smith et al. teaches that 5-HT4 receptor antagonist such as SB 207266 
potentiates inhibition of intestinal allodynia (see Abstract, p63, lines 11-12). 

The reference does not teach allodynia to be neuropathic pain. 

Jorum et al. teaches that allodynia and hyperalgesia are frequent clinical findings 
in patients with neuropathic pain (p 229, lines 1-5). 

It would have been obvious to one skilled in the art to use the compounds of 
formula I in the treatment of neuropathic pain. The motivation to do is provided by Smith 
et al. and Jorum et al. Smith et al. teaches that 5-HT4 receptor antagonist such as SB 
207266 shows an anti-allodynic activity and Jorum et al. teaches that allodynia and 
hyperalgesia are frequent clinical findings in patients with neuropathic pain. Hence 
inhibiting allodynia in patients provides a method of treatment of neuropathic pain. 

Claims 1-4 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Gaster et al (EP 0630736) in view of Burstein et al. (Brain, 2000, 123, 1703-1709) and 
further in view of Jorum et al. (Pain, 101, 2003, 229-235). 

Gaster et al's teachings as above. 

The reference does not teach a method of treatment of neuropathic pain 
comprising administering such compounds. 

Burstein et al. teaches that most migraine patients exhibit cutaneous allodynia 
during a fully developed migraine attack (See Abstract). 

The reference does not teach allodynia to be neuropathic pain. 

Jorum et al. teaches that allodynia and hyperalgesia are frequent clinical findings 
in patients with neuropathic pain (p 229, lines 1-5). 
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It would have been obvious to one skilled in the art to use the compounds of 
formula I in the treatment of neuropathic pain. The motivation to do is provided by 
Gaster et al, Burstein et al. and Jorum et al. Gaster et al teaches the administration of a 
5-HT4 antagonist is of potential benefit in relieving migraine attack. Burstein et al. 
teaches that cutaneous allodynia is exhibited during a fully developed migraine attack 
and Jorum et al. teaches that allodynia and hyperalgesia are frequent clinical findings in 
patients with neuropathic pain. Hence by treating migraine attacks in patients allodynia 
is treated and in turn the neurpathic pain. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Umamaheswari Ramachandran whose telephone 
number is 571-272-9926. The examiner can normally be reached on M-F 8:30 AM - 
5:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreeni Padmanabhan can be reached on 571-272-0629. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




SREENI PADMANABHAN 
SUPERVISORY PATENT EXAMINER 



